Re27—8o—t EIMSD /A

Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

1. eZRREUSHITER

LMD ER : Sitagliptin Formulation

HieEosHaH. EMAUVERES

HEAEDRTATT : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000

HER AR U ERLOHR

AT D EEA

FEAEDOHIR .

2. BRABEHOEN

L&D GHS 7758
RICHITHEEGBGEE R EH2A
Rt

KEREHEN 285 (& D Ea3
%)

KEREHENE RY (18 D RE543
%)

GHS 5~ ILEHR
BRIXIED VR

FEMREEE

3

==}
=

BEIREEMHIER : H319 SR UL BRI,
HA12 RHAME GBI L > TKREEMIZHE,
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RET—H—F EIMSD A v
Sitagliptin Formulation

R &= HETA: RIERS: AT[EZRET H: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30
yE .
/IIE\E % - iﬁ*\j_%:

P264 Rk LWRIIREE L <D 2 &,
P2I3 IRIE~DRHE ZERITHZ &,
P280 REEMRIR REEEERI S &,

HREE:

P305 + P351 + P338 ERICA-7=15A : KTHORIEEZRE %
S5C¢, RIZAVAYV FPLUVRZEZFRALTULWTESICHE S5
BlENIT L, TDRLKREHRITH L,

P337 + P13 ERDRIFMN KR BE : EMDLE FETEZIT
5 &,

BEE:
P501 N, BRERBINF-NEBRERICEET DI &,

GHS S 4EIcEZY LALLM BEREEH
BELGHERVEESINSGIFE : MLALOEMIZKY. REOYEBMARIEE-IIEZENEE
HEEEOHME HAREEN B D,
MI. N RY2F5H LLIEZEDIZADMEDEIZ, 1BHMED
MLAZEZERT 2T HY EFT,

3. MR URSTER

tEYE - EEYDORXH D REY

5

[d=2E CAS &S E8E (% w/w BN REHE

&5

RGN TFU) UERE 654671-77-9 >=30-<40

)0—X 9004-34-6 >=20-<30

ATTYVUBITRID L 557-04-0 >=1-<10 2-611

B FE Y 13463-67-7 >=0.1-<1 1-558, 5-5225

JAaE) 3,4 5-r)EFAXTIAR|121-79-9 >=0.1-<1 3-1583

vJyI—+h

4. HREE

—fBH 7 K/NA4 R D BHOGER. RN TCNEVWEEFITELICEEDEE %
ZIT5,
ERNRSICHBE. FHEAFRADDIGEIE. EMDETE
ZIT5,

WA LSS D RUVGAATEISE. IR ESOBIANREIT S,
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€3 MSD /) e

Sitagliptin Formulation

&S WETB:
15.1 2025/08/11

BERE:
17306-00029

BIEIRETH: 2025/04/14
#EYERH: 2014/09/30

REIZfE LSS

RICA-=5H&

RAAATZGE

RAMERRCEREERDR

HEELGHIRER

BREEET SEDRE

EERIH Y D EAEREE ¢

FERDIBN BB RICIIEREETEREZ(+5,
EfMLEBE,. ELICEEEZRITALZEDKTEVRT .
BELERRELUVHZER <,

EBRLEEZIT5,

BEAOMICKERE®LS

HEBFFEATIHIZERITKS.

EfMLEBE. ELICZENKTAECES 15 SEEEE
LiR9 S
EICTEDBAICIE, aV2 9 FLURXZERYSNT,
EBRLEEZIT5,

MARAATIGE., BEICHAEEL,

FERDIBN DB R ICIIEREETEREZT5,
KTeAEKLTT

BLAEDEMIZEY., REDYMEBMLERIBE-IIEENS
=5 EENENH D,

B LR RI

HMHAMEEEFIHEODRLITTIEZIL., HEISATLSE
EREEAT DL, BEOTAREMLHDIE5AE. BEEHSD
BEYLRBEANREEZ2SBEOCL (BBS8238H) .
IHEEBLUMEREEZTHI &,

5 KKFDIEFE

) 73 H K

10 TIX7E 5 AR LVH KH

HEOBIRAEEN

HERGEIED

BHEDHENAE

HRETS>EDRE

KIEFE

it 7 )L 3 — )Ll h
ZEbRFE (C02)
3R H A F

HELZL,

BLADERER TS, ZEXHIC+HILEEDHMMEL CALS
BLTHBYBNENEFET HEMLABRRDBIRAH S,
RBEERD~DREIREICEEZRETEENHD.

RERILY
*RERItY
) o DEEIEY

BIZORR & BHAREIZE C THEYGEXFRZRANS,
REAHDBHRZAENT H5=DICKEEFET 5,
RETHNIEREBIZEI D THERKEEN BT,
RN BESED L,

KKBFICIE, BIaXFRBZEERT S,
REEZERT .
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Sitagliptin Formulation

&S WETB: BEES BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

6. IRHFDIEE

AMRICHT HEEFE, RE @ REEZERT D,
BRUVRIRHE ZEGRYFLDT 4R (HB T 238) . BAARE
BoHERFEICEN FER8E3H) .

REBICHT HIEEE D RBEADOBHEERTS L
TEEHRELTHLS, dNPIEFENELDS,
BRINEERFKEREL. 82T 5,
RENEL CERTELGWNERIE, A BEBKISERYT 5.

HLADRTRHEDFERY @ ZEAFIOE, BEEDINMEREETHROERY ., BULRSF

27 CBL. BEIT D,
MLADERPADOREZEITS (THHE, BMLADETEL
EREOEEZERICK DFR)
BLANERFIT+AGRETHRESIN D EBERIEDES
ZHHTHDT, REICHLAZEBESETILE LA,
AEMZERE. BETDIRICE. A EERSLIUVEDOR
B~ TRET S &, TORBICHERSAEYMEICDON
THLRHETHD. EORUNBERSINLENZHET SLEDN
H%
ASDSDIEB 13ELV152ENT, ABBRELUVED
ERHEOREEHDY .

1. BEVWRURELDEE

ks

Bt et s D BBESNBHEL. BEFRMIBINLEREESIZRIT L
n"Hd.
BRMNGE, EE. FLEREFESELRE E0OEN LT
WBEXHET D,

BFFEER, £FBRK D EYGBRKREBOTTOAMERT 5,

REMIEEEIE D EEOKRRICHTITEL,
MLADRAZRITHI L,
RARAZEELN,
REDEEEIT 5,
WMRLRIEEEELCES 2L,
BISBEAEOERICEDE, EEHOEERLUREMD
ETHECEVERYES 2 &
MLADEREERBEZIBAOEITS,
FRALEWMESICIIESRZRADTEL .
BOFEMEHNDES TS,
HEAKEICHLTFHLEFEREELD L,
FNOCREEMZEHIEL, BE~AOBRHEZR/NRICTHELS:E
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€3 MSD /) e

Sitagliptin Formulation

&S WETB:
15.1 2025/08/11

BEES HIERET H: 2025/04/14
17306-00029 #EYERH: 2014/09/30

e ok (=] 38
BERK

rRE
RERRESFH

EMZIEYE

RELGFHRDEMH

B9 %,

[ g =]

BEOFERAPICIEEMEADIEL EDORREELHDHE (L.
TEBROBELIZTA ISV VI VATLAELUREY Y
D—%&F/EBELTLESLY,
FERATIIRBERVEREEEILT 5,
BERINEERIIERSHOHSLGNI &,
BEINE-KRRITEFERT DHEICEKET LS L,

27U TADHERMEARL—a VI, ToP=7O
vho—)L, BUGEASLERE. BULGKRLESLVE
EBREFIE. EXFLEER. EXERLLEERATNOEROL
Ex—%2&8TCRWELNHYET,

BUEINILDDOVEBRICANTELS,
FEDHREIZH->TRET 5,
ROWBEFEVS>LLITRELAGL
SRERE I

BSRVWME: FMRGL,

8. [F< MR UREIEE

ERREICE TSR NRERR/HFRRE

%) CAS BS B2 (RER | BHEREE/ RERE | HA
D) BE FBRE
RGN TFU UEEE 654671-77-9 | TWA 0.6 mg/m3 (OEB R ER
2)
/ILO0—X 9004-34-6 TWA 10 mg/m* ACGIH
ATTYVIEBIITRID LA 557-04-0 TWA (TR A 10 mg/m’ ACGIH
E)
TWA (FFOR = 3 mg/m* ACGIH
E)
Titanium dioxide 13463-67-7 | OEL-M (%A | 1.5 mg/m* BAREXEE
T EE) (F2) 2R (FRR
E)

HER RAAME, TE2HBI ITHESKSYEE, FELA
HEH+7THEVE, 3740bhb, EEHRN S DIHLARER
THY, BYERRH DA +HTEHEL. F=E, EFHEHL
B DU LAY, BYEREL 5 DFHIN+ITHD.

OEL-M (¥ 2 mg/m’ BAEERE
E) (F2 ) F= FFBR
E)

HER: RAAME, TE2EBI ITHESNDSIYEE, FERA
M+ THEUVVMIE, 3405, EFEHRL - DIHLA R ER
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Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

THY, BYERERL DN+ TEL. F(F, EFHEH
D DEEHPUIZE LAY, BB L DN+ THS.

WA (FFURE | 2.5 mg/m’ ACGIH
&) (CERIEF 2 >)
COMEREMZFHIRIATRETEEN O, MEEZRATIEREEXRELFEA.
“EILFA Y
Bl L RAM~OBHERMET B REFTRAHAMGI L kO
_)Léﬁﬁ Li‘g-o
WE, FEABLUBMBERET 510, 2TLS=T7 >
JEBABBRIICEYRIES O, OP BRIHLOEES A
BRENHYET,
RiER
Mk FAfRER D EYLEHREEANMATEAMES, FF < BT
THEZENA RS54 D OHEENDE BN RENHZEE, F
RiREREEEALEL &S,
T4NE—84T s i o
FOREER
#E D OTHRAEFR
RORER YA R R ERERES LKET-ULEBRT S

EEREL LIIEERICROSVVMRE, S X+, T7AY
W ENKET BBEIE, BULAI—JILEERT %,
MLA. SR, ALLEFI7OYVILIZENEESLOEIND
AREMEAHDIEEIE. T —AV—IL KL LLIXZFDIEHLID
INT7z—RBEOTOTHo avEBERLELLS,
EERUVEBADZRER D A=A —LBLLKIFEBREAI—FEBFERALELL S,

9. MEKXRWEEMEER

PRI S S IES

& L T—8%L
R L T—8%L
RholLEVEDE L T—R%L
A RRE L T—RIL

BRXIVBRARVHEERE @ T—2%4L

AT (BMR. ) DOMIL AU RYUTH LB ZEDEIADLNEDORIC, BN
DM LAZREMRT DEETNLHYET,
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Sitagliptin Formulation

&S HWETA: BEES BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30
AT GRIA) L T—RIL

BRETRARVEXELRR AIARR
BREHEEDO LR/ ARER @ T—427%L

E

IBREGBFEADOTR/AIBRTRE : T—427%4L

E
5l k& |
NREE FT—R1L
pH FT—REL
RFEEE JEZY
HAFEANEE D T—AR%L
FHFE

ENFLEE (BpAhTESR) D OJEERHY
BRI

KB D T—AR%L
n-F4o %/ =L/ KNEFRE : JEZRY
(log 1)
RRE D JEERHY
ZERV/ XIIERNFE

tbE F—AHL

BE D T—AR%L
X HRAZE o IRy
IRFAEME DOBREMEAL
[ cEd DO ARBESEREMEME L L TEREIAGL,
NFE D T—A%EL
BT

FFHA X D TFT—A%L

7125
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Sitagliptin Formulation

&S WETB: BEES BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EERLE: 2014/09/30
10. REHERFRGHE
R D RIGHEKRE LTIESES NG,
LR EM D BEORETERE.
fEREERICAIREE DMIL AU RYUTRLLREDEFEMIOLEDMIC, BEME

DR LAZEEHRRT 2EETNLHYFT,
BUOBRIERIERIGT B ENH D,

BT HNEEM DB KL RTE
MLADRLEZEEITS,
EMERYE D ERER
ERAE R RRERY D BRAEGABERMIEE SN TULVEL,
1. AEHEEH
AR H S RERBOER © RA
R g
£330

RIZA--B4&

SESH

FIRATTEE S BRICE OCRYSETEAL,

B4

RTYTFUYUERE:

SMsE o) © LD50 (5 k): > 3,000 mg/kg
LD50 (¥ R): 3,000 mg/ke

/)LA—X:

SMEME O : LD50 (T w k): > 5,000 mg/kg

SEEH (RA) : LC50 (T k):> 5.8 mg/l
BREEREE: 4 h
HEBERE MLA/T R b

SEENE BR) : LD50 ("oH): > 2,000 mg/kg

ATFTUVEBIITAID A
Attt (B0) © D50 (S5 k):> 2,000 mg/ke
F5i%: OECD SRERH A K54 > 423
FERAY b COMEEEESMEAEOROSMETE
Ly,
e BT ZYE, S/ EINET—2IZEDL
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RET—H—F EIMSD /A

Sitagliptin Formulation

RES ETH: BEES BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 #E{ERB: 2014/09/30
AMET BR) : LD50 (o4 ): > 2,000 mg/kg
BE BT smEMIEONE=-T—2IZEDL
“BIEFE
AMsEE @ &n) : LD50 (5 k): > 5,000 mg/kg
AaMsEE (RA) : LG50 (S v k):> 6.82 mg/l

MR 4 h

HEBREE MLA/SRF

FEAAD M COMEBFEILEEYIIAEORASHELE
LYo

ZOFJ 3,4,5-FYEROFIRYYI—

SMENE (B0 . LD50 (=2 X): 1,700 mg/kg
SMET BR) © D50 (T k):> 2,000 mg/ke

Hi%: OECD HERA A K54 > 402
FEAAV M COMEBFLILEAYITIAMD EESELE

L\o
BEREE T
FIATATREIERICE D BRYDETELLY,
JE%
SR TFU UEEE:
i LY B =3
ik . FLa XHER
R D ORBRIBELL
ATTPYUBTTRIOIL:
i YR =
R D REBRIBELL
BE BT AmEMIMELONET—RIZE DL
“BiEFE
i oYX
R D ORBRIBLZL

JOEl 345-FYEFOFIARLYI—|:

1 © BAE FRE (RhE)
Ak : OECD HERAA K541 > 439
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Sitagliptin Formulation

&S HWETA: BEES BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30
R D RBRIEEL

BRIZH T S ERGBREEIRRIHME

58 LRI

7% 0

SRGYTF) VEER:

£ LS

R o BRIZHIEE,
Ak D FL4a XEHER

ATFT7YVUBTITRIOIA

£ LS

R . IR~ORIEA L

e D BT AMELISELONT—2IZEDL
“BiEFa

2 L YR

S o IR~ORIEA L

ZOFJ 3,45-FVEROXFIRYYI—

2 Y

ER D RIS AR E
ik : OECD HERAH A K54 > 405
RO 28 R 18 I B I Rk 1

A g3

IR BRICE DR Y DETELLY,

IEOR 2% BAE 1

IR BRICE DR Y NETELLY,

D%

SRGYTF) UERE:

B T D BT v/ ERETEERER (LLNA)
& XYY R

Hi& : OECD :REEHA K54 > 429
ER D REREME TIZAZN
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Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

ATFTPYVUBTTRID A

HEga 4T TExIOTAE— 3 UEHER
REODIRE RS i

& EJILEY F

Hik OECD HE&RHA K54 > 406
R (=43

-5 BT AMEILBON-T—RIZE DL
ZBIEFH

B ) ISEPZAY: it (AR
REODIRE RS &

g 4P

R (=43

ZOFJ 3,4,5-FYEROFIURYYI—

B ) . R v/NETENEEER (LLNA)
REODIRE odrge:gi

i 4P

R 514

TERAAD R EFADREBREEDIKIZEE - (FELLSHY
ATEHIRRE RIRM

FIFATEELIERICE DR Y DEETEALY,

JE%

SR TFU UEEE:

in vitro TOEEENE

in vivo TOEEEHE

HERA 1 7 Ames HER
TR 2t

HEEA A 7 in vitro 2EAERESER
TFTRAFRTL: FrA4 Z—ANLRS—INEHK
R et

HEXS 4 7 DNA 1815 L1815, HELYMADOFREL DNA &5
(in vitro)

TFRAMRTL: 5y MFHER

R faH

HEEA A TN ER
B YwOR
BEREK #0
R 2
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Sitagliptin Formulation

RES HETH: BERE: BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 PE{ERR: 2014/09/30
+)0—X:
invitro TOEEEHE D HERAA T MEYE RN SEIREAZLT ERER (AMES)
R 2t
HEEZ A4 T in vitro BELEYHRECFERAR
R 2t
in vivo TOEGEMN D RERA 4 T ISR MmMER/NMLERER (in vivo MRS MER
E%)
B vHX
BEER: A AATFEBE
R e
ATFTFIVUBRITXOI L
invitro TOEESEHE D OHERA A T in vitro B EMMIS S F T ESE
R el

" BT IMEM T ONI-T—HRIZEDL

HERR A T in vitro 2EKEEHER

7% OECD EAERA A K54 > 473

BR e

EE: BT HMEI/FONT—2I2E DL

HEBRA A T MEYMERV S EREALTEHER (AMES)
BER
"% BT IMEM ST ONI=T—HIZEDL

“BF2

in vitro TOBEEEMH D REBRAA T MAEMERVWSEREALT EHER (AMES)
R et

in vivo TOEEEM © EERAZ A T in vivo /IMEERER
FB.vHX
R et

Ot 3,45-FMJEROFIRYYI—:
in vitro TOBEEEMH D HERAA T MEYERWSEIREAZLT EHER (AMES)
R A

HEEA A T in vitro BELBYMMREGTFERSAR
R B

HEXA A T in vitro ZBAEERER
R 5t
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€3 MSD /) e

Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

ENAE-TERAD

HERSZ A 7 DNA HR15 L1B1E. WO EL ONA &5

(in vitro)
R 2t
e 4 7 HELEYMAE LA LS in vitro kER S AR
st ER
R B
in vivo TOEGEMN HERS 4 7 HELEWRMER/MEERER (in vivo ISR
E%)
. w9X
BERK: BEERNES
R =t
EHRAE
FIATTEELIERICE DR Y DEETEALY,
D%
RTYTFU LRS!
i <IR
BEZ®K #0
A% 55 o R 2 &
R (=23
i vk
BEE®K £#0O (k)
A% 55 B R 2 &
R St
R RS FFF Ak
& HERCHEIN-FELENE

AOEEMA LT HE. ENAMYE L LTHESI AW

+)LO0—X:

2 AR

BREZ®K A AATEIGE

A% 55 o ] 12 58

#HR [=2k3

“BIEFE

2 Zvk

BEERK WA LA/ R M/IE)

i 25 i R 2 &

Wab: OECD :HE&RHA FS 4 > 453
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Sitagliptin Formulation

&S &ETH: BIERE: HIEETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERKHE: 2014/09/30
R - 1k
BE . EEAMFEIIE FTIREENEWNEEZIONS,
COYMEIXEMFIZFIETRETIEE L0, BEZRAT
HiEREEIRELEEA,
EPAE-TEAAV R D BYERICEVLWTRAICKDEISNAEDREMGIINA H S

ZOFEJ 3,4.5-F)EROFORYYI—

& AN

BEZHK D BRFHFRAAREEE

A% 55 ] : 10358

R DR

HHESH

FIFAATREIERICE DR Y D ETELLY,

D%

SR TF U UERE:

HIRICX 9 HFE C HERA A T ZHERES / MEIERAE
B ovb

BREZK 0
4 5B 4 NOAEL Parent: 1,000 mg/kg AZE
R AEEADEETLWI EAEYPEERTHLMNZE o 1=,

BROREE~DFE D RERAA T ZRNELUVRRREE
Bovbk
BEZ® &0
S H21%: LOAEL: 250 mg/kg AE
R EEEEFRADEESLEEENHDZEMNFBALE, |
TR,

HERA A T ZRME L UVBRHEE
B oy x

S H21%: NOAEL: 125 mg/kg (AE
R EIEELEL,

+)0—X:

HIRICK T HHE D REBRA AT —tHARAEEEEAR
By bk
BRERE SRAHRAATEEE
R pE

BRROEBE~DEE © HRERA 4T 2R / OHRERE
By bk
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Re27—8o—t EIMSD /A

Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

RERZ: RARAATZEE

R a2

ATFPYVIBIITRID L

HIRICK T HHE D OREBRAA T ERE/REEMR ) —Z oS REBEEE
HEHEHRER
oy bk

RERZE: RARAATZES

7% OECD EHERAA RS54 2 422

BR e

EE: BT HMELI/FONT—2IZE DL

BREDRE~OEE D HRA AT ZRENE S UVRRERE
B ovhk
BERW RARAATEZISE
R 2t

EE: BT HMEI/FONT—2I2E DL

ZJRENL 3,45-FJEFAFIALYI—h:

FIRICXT S DR E D HERA A T ZHREEEERER
B oy bk
BERIE: RAAALEEE
R fak

BROEBE~DEE D B4 T ZRINBLUVBRERE
Byt
BERIE: RAAAEEE
R fak

FERENEAREE (HEEIETCE)
FAARELAERICEDCRYDETELL,

FERENEREE (REETCE)
FIAREAERICEDCRYDETELL,

RERSEMN

B5:

SR TFU UEEE:

2 DX IR
NOAEL ;500 mg/kg
LOAEL : 1,000 mg/kg
B ERER C#n0

i 25 i R D> 2 F
ErfER D BN
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RET—H—F EIMSD /A

Sitagliptin Formulation

&S METH: BERE: AIEIZRET A 2025/04/14
15.1 2025/08/11 17306-00029 #E4ERL A 2014/09/30

i D Iv bk

NOAEL ;500 mg/kg

LOAEL : 1,000 mg/kg

B 5 0O

A% 55 B ] 14 8

EriEg o FFEE B, D, =

L5 DN

NOAEL : 10 mg/kg

LOAEL . 50 mg/kg

B 5 #RR C 0

BR FE A : 53 @

EriEas D PR HER

fiE K D TEREES

= D {EABFIIE FTIXEENLGEWEEZ NS,

(i DN

NOAEL : 2 mg/kg

LOAEL ;10 mg/kg

BEZ®K C#n0

BR FE A 27 @

EriEa D BEE, PRsER

fiE K D TEREES

&5 D {EA#FIIE FTIXEEALGEWEEZ BND,

L] B

NOAEL : 100 mg/kg

BEE®K C#n

A% 55 B 14 A

&5 . BELGEEFREBESAG,M oI

+)LO0—X:

2 A

NOAEL : >= 9,000 mg/kg

B 5 R D BRHRAATEEE

A% 55 e ] 90 Days

ARTTVUBRITRI L

L] A

NOAEL : > 100 mg/kg

B 5 R D BRHRAATEEE

B & A 90 Days

5 D BT AMEMIMELN-T—RIZE DL
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RET—H—F EIMSD A v
Sitagliptin Formulation

&S ;ETA: BERE: AIEIZRET A 2025/04/14
15.1 2025/08/11 17306-00029 #E4ERL A 2014/09/30

“BIEFE

i D2 vk

NOAEL . 24,000 mg/kg

B 5 L BBHRAATEEE

BR FE FRE . 28 Days

i3 D2 vk

NOAEL ;10 mg/m*

B 5 R D RAGELCA/S R NE)

A% 55 FF ] D2 &

JAar)L 3,4,5- hUtbn#v«zV:—h:

g Doy bk

NOAEL ;135 mg/kg

BEZHK D BRHRAATESE

A% 55 FF ] © 138

RAAEEN

FIFARE R IBERICE DO KRB YDETELLY,

AEIZHT B REBEEHER

D%

SR TFU UEEE:

A DOEK ERCERREE, WHEEZ, DAJE
BRAAATIEE COEK ERERSE, SMWEEK, BHE HER BB OTHE

DRIV IFUY URBE:

AasH : LC50 (Pimephales promelas (77w kAw K2/ %)) > 100
mg/ |
BREEREME: 96 h
#i%: OECD FRE& 714 K51 > 203

SOUIEOKEESHEY © ECS0 (Daphnia magna (A4 <> 3)): 60 mg/|
IZxt9 55 M BREERFR: 48 h
7% OECD FERAHA K54 > 202
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REF—5y— b

Sitagliptin Formulation

hR&E=

15.1

;ETA:
2025/08/11

BERE:
17306-00029

€3 MSD /) e

BIEIRETH: 2025/04/14
#EYERH: 2014/09/30

FEE KkEEYIIRT EEMN

BEM (BEST)

TOVAFOKEEEHDY

[Cx9 HE M (BHEEH)

WMEMIHT HEM

+/)l0—X:
y: k=3

ARTTIVUBRITRI L
fmEn

TOVIFOKEBEEHDY

[Tx9 5F M

EC50 (Pseudokirchneriella subcapitata (%k%)):> 39 mg/|

BREEEFE: 96 h

7% OECD EHERAA K54 > 201

RKESEERE (Pseudokirchneriel la subcapitata (#%)):

2.2 mg/|
RREERFR: 96 h

7i%: OECD EAERA A K54 > 201

RKRESEERE (Pimephales promelas (7 7Y Ay KI/

)):9.2 mg/|
BREERFR: 33 d

75i%: OECD EERAA K54 > 210

EAEZERE (Daphnia magna (X4 3223)):9.8 mg/l

BREEEFME: 21 d

7i%: OECD EAERA A K54 2 211

EC50: > 150 mg/|
RREERFR: 3 h
ERER A A T MERINE]

7% OECD EHERA A K54 209

RAEFZERE: 150 mg/|
RREERFMREL 3 h
SRER A A T MEURINH]

LC50 (Oryzias latipes (1A & H)):> 100 mg/|

IREERFME: 48 h

"% BUTIMEM ST ONI=T—HRIZEDL

LG50 (Leuciscus idus (a4 M—F&)): > 100 mg/|

MEEERFME: 48 h

7EDIN (FA Y IZERK) 38412

wE BUTIPEM ST ON-T—HRIZEDL

EL50 (Daphnia magna (A X >>2)):> 1 mg/l

PREERFME: 47 h
WERME: KIEE S

A% $845 67/548/EEC, Annex V, C.2.

wE BUTIPEM ST ON-T—HRIZEDL

BERERFEICHITSEMEEL
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RET—ZV—k €3 MSD /) e

Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

B KEAEWIZRT BEM ¢ ELS0 (Pseudokirchneriel la subcapitata (#%E)): > 1 mg/|
MREEEERT: 72 h
WERME: KEESD
7% OECD HERA A K54 > 201
w& BT smEaIrBEon=-T—2I1Z&EDL
REREERAMBICH T 5HEL

NOELR (Pseudokirchneriella subcapitata (%%%)):> 1 mg/|
RREERFR: 72 h

HWERYIE: KIEE S

7% OECD FHERH A K541 > 201

HE BT smEIEZEONzT—2IZHE DL

MEMIHT S5 . EC10 (Pseudomonas putida (a— FEF R - 7F4)):> 100
mg/ |
BREERFME: 16 h
WERME: KIEE S
EE: BT 2MEI /LN T—2ITE DL

—BEFa

y:E- Sk : LG50 (Oncorhynchus mykiss (=< R)):> 100 mg/|
BREERFME: 96 h
7% OECD SHE&RAH A K541 > 203

SOUIZOKEESHSY © EC50 (Daphnia magna (AA < >3)):> 100 mg/l
[Ixt9 HF M BREERFR: 48 h

B KEEWICHT BEM © EC50 (Skeletonema costatum CGEEEEE) ):> 10,000 mg/|
MEERRER: 72 h

MEYIZHT HEMH : EC50: > 1,000 mg/|
MREERFREL 3 h
7% OECD EHE&E A A K> 4 > 209

Ot 3,45-FMJEROFIRYYI—:
SOVIEOKEESHSY © EC50 (Daphnia magna (A I <>2)):19.6 mg/|
IZxtd 5&MH RREERFR: 48 h
WERME: PRI
7% OECD EHEE A A K54 > 202
BEARTRAMIAA RSAVIZR>TERESNELT:

B KEEMICKIT HEM :© ErC50 (Pseudokirchneriella subcapitata (#5%)): 0.22 mg/|
MREERFR: 72 h
WERYE: hIE R
7% OECD HEE A A K54 > 201
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R&T-8—b EIMSD A

Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

BE:ARATRAMIAA FSA VTR >TERIEShFELS

EC10 (Pseudokirchneriella subcapitata (%k%)):0.096 mg/|
RREERFR: 72 h

wWERYE: hIE &

7% OECD FHERH A K541 > 201

HE: RATRAMIHA RSAUICih>TERERINAEL:

27943 — (KEREEE 1
% EH (2% )
M-27504— (OKERBEREE 1
% RE (M) )

MEYIZHT HEMH : EC50 GEME:EiE): 636 mg/|
MBEERFME: 3 h
#i%: OECD HER A A K54 > 209
B - sEN
D%
RTYTFU RIS
ot D RER AESBTELND
E0E: 39.7 %
MR 28 d
A% OECD HERAHA K54 > 314
K TOREN © ANIKSME: 50 %(401 d)
A% OECD RERAHA FZ514 > 111
Z)0—X:
o D RR: SR,

S I EL/E SAFFN
E R R E SR A
"% BUTIMEM ST ONI-T—HRIZEDL

ZJaE 3 45-FJEFAF IR Y I— |
£ DR SBAMETERL,
EF 49.4 %
BREERFE: 28 d
7% OECD HERH 1 K54 > 301F
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RET—2V—F

Sitagliptin Formulation

€3 MSD /) e

&S HETA: BERE: BIEIRETH: 2025/04/14
15.1 2025/08/11 17306-00029 PE{ERR: 2014/09/30
£ HEEN
5% 0
SRGYTF) VEER:

n~-#4494%/—JL/ KHEZRE : log Pow: -0.03
(log f)

ATFTFYUBIIT RO A:
-4 4%/ —IL/ KHEZRE © log Pow:> 4
(log &)

ZOFJ 3,4,5-FYEROFIRYYI—
-4 4%/ —JL/ KHEZRE : log Pow: 1.8
(log &) w& 58

TED OB

B4

RTYTFU LRS!

BREROL . log Koc: 4.37
FIVB~OEEN

JEZY

thoEERE

FT—R4L

13.

BELOIE

BEFE

EREEY) DG EAROREICHEVNLDT D,
REMETKABH L TIEGE S LY,

BRBRRRUVAE D EOBRHFE. VA IILNFEERBREEDEHIC, BRIER T
BEEMUEREICRTT S,
FICHEEANEMES, RERGRELTRET 5.

14.

WX EDTE

ERRIR

B _E &% (UNRTDG)

EEES S
E&E#1%4 (Proper shipping : JEE%Y
name)

E&E4 48 (Class) ©JEERY
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RET—2V—F

Sitagliptin Formulation

hR&E= HWETA:

15.1

2025/08/11

BERE:
17306-00029

€3 MSD /) e

BIEIRETH: 2025/04/14
#EYERH: 2014/09/30

B REREM (Subsidiary risk)
B 2%, (Packing group)

5 XL (Labels)

REREEE

finZ2 % (IATA-DGR)

UN/ID #& (UN/ID number)
[E:&E#i%X 4 (Proper shipping
name)

EE 548 (Class)
BlRfER& M (Subsidiary risk)
BREZFHH (Packing group)
5 X)L (Labels)

HWatEr (E%H) (Pack-
ing instruction (cargo air-
craft))

HWEtER (REH) (Pack-
ing instruction (passenger
aircraft))

i _E#i% (IMDG-Code)
EEES

E:&E#i%X 4% (Proper shipping
name)

E&E 4548 (Class)
BlRfERR

BHRER

SN

EmS a—F

BEBEME Y - EFZY)

JEZH
JEZH
JEZH
JEER

L
EHL

I
JEER
JEER
JEER
JEER

JEER

JEER Y
JEER Y

JEER Y
FFExH
FFExH
FFExH
FFExH
FFExH

MARPOL 73/78 Ktf@%&E [1 R U IBC A — FITX A X oWMAME SIS BAEME (Y - EFZY)
s SN REBORERICIFIEKS,

E R

EREDERG L. HE 15 2587 5,

DR ERE
[

15.

HRETR

B &R
HB&

ey, BERRYICZE LGN,

E&&

BELCFME. ERIEFHE. BEFMEEMEICEI LG,




Re27—8o—t EIMSD /A

Sitagliptin Formulation

hR&E= HWETH: BHEES ATERETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERH: 2014/09/30

FER /LXK

REENZILEZhIEEYD

FEZY

HREOHTERITIREEEY

FEZY

BERERHIL I ARME

FEZY

ERAHEOBOHON-LEYE BFLEEMH)
FEZY

ERAORBH oM -ILEYE FHREHIEEDE)
FEZY

EMELTENITREZBRYIRUVEEY
FEEST7E&M2 (AIMED2 fFk2)

A=k SEE (%) w5
ARTTYUBEITRID L >=1-<10 -
BiEF42 > (IV) >=0.1-<1 -
Ja/m—1—4)L=3, 4, 5—kJE >=0.1-<1 2025 F 4 A 1 BLIB%
FOX R Yy7—+

AMEEZRTIRNEERVRVEEY
EES5 75 (B30 AlFk2)

L4

ATTYVUBITRID L

ikl

BEEESLEYE (HEREMERBIE S ED2)
JEZY

NARMEME (HBREFERRESTTED2)
JEZY

e EMEREE T RhRAI

JEZY

shhEFRHRAI

JESZ Y

m7 L)L éarhE TR R

JESZ Y

FHRBEFFETHEREA

JESZ Y

FERE/EZETE - HNERE— (BIKEWM)
JEE% Y
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RET—ARAV—F
€I MSD [ rune
Sitagliptin Formulation
&S METH: BERE: miERETB: 2025/04/14
15.1 2025/08/11 17306-00029 WEER R  2014/09/30

BY R URIMERE

e
MBS HEE TR REE
JEER

EBEHARRE

e

KEFFIEE

JEER Y

iR eiE

fEEmE LTREIShTLAEN
mziE

fEEmE LTREIShTLAEN
BESEERVBLLEONLICEY 547

(£ 5 FE A% : ERIAME(ZIEEZ S LAY
ERRLITpeS DOEEEEMEICEFERE LN
R B UMl A S ER ik
FREE MG (B - BAGFA)
JES% Y
HEMEREEHERE E@E - @A)
JES% Y
BEVOLEBRVERICEAT 5%
EXREYD
CHOEFORBIZTDOVWTEEA RV M) —~DEEEAIFHR :
AICS CORE
DSL > N
IECSC N
16. ZDHhD1EHR
ASDS IZHENTHBLEHEZDRINRYEDEENBRRDIESIX. ZEBETHIIEEE
BHET
AR
5| Rk D BHEHT—4%2. BEME DS I2HE DI F—% . 0ECD eChem

R—R2ILE X UERMIEEMER http://echa. europa. eu/ DR

FRIER

24125



RET—H—F EIMSD A v
Sitagliptin Formulation

&S HETH: BIBEE: HIEETH: 2025/04/14
15.1 2025/08/11 17306-00029 #EYERKHE: 2014/09/30
Bit7+—<v k . #£/H/H
ZDDOIEEDE X
ACGIH © 3E, ACGIHFRREE (TLV)
BAEEXEFESS rRE | BAEEF4ERE HAREEZOHE -1 tEVEOHBRE
)
ACGIH / TWA © 8 HFME. EEREMNETFH
BAEEGESRS GIRE | HBREE
BE) /OEL-M

AlIC - A—R FSUTDIEILFERSA AU RY; NTT - TS D ILEREEME; ASTM - K
E#HEHERFS bw - KE OR - A, ZERE. £ESEELHDHESNHYE DIN -
FAYRKRBEELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGERIFTEEZONDIERESE, InS - REKOR TP
—JL; ENCS - LT EDEAFLEME )R b ErCx - FED XWDOREERIFTEEZEZ ONDK
RE; ERG - BRXMIEOF5E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
DATREME, IATA - EEMEEERS, IBC - BRIEFRKDESEEEZD-HOMMDEE
RURRRICEAT 2 ERRHRAI: 1050 - S0%FEEIRE; 1CA0 - EFRRREIMZEMES; [ECSC - hER
FBleEYELE: INDG - EfELAERYBRR. IN - ERESEHE: ISHL - sBRE/4EE
(BA); 1S0 - ERR#E{LH#E:. KECI - BERFLFEMESRE, LC0 - 50%EHILRE: LDS0 -
50%EtE (FHEILE)  MARPOL - MM & BB DMILD=HDEFRRERI: n.o.s. - I
MBNATSIN TSI DZEFRC: Neh - FUREI NOAEC - |EEZMHZEIRE, NOWEL -
BEEMRZELAL, NOERR - BEEUHZEEFTES NN - A5 a2XRA NTP - KEER
REMTOTSL; NZIoC - Za—D—F > FMEEWERR: O0ECD - #EFiHHFFKEE, OPPTS
- LEHEREN - AFEWHLLE; PBT - #ofRMEN - £HERENE - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) BEEMEE, REACH - LEMEDE
#%. &Ffi. R WE KL UEEHE (REACH) (ZBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5AZ
mE; DS - R&T—42P— bk, TECl - 2 A ICEEREDOIEEMED A o2 K1) TCSI - BE{E
EMEA R M) —; TDG - EIEYE#E, TSCA - HEMERSE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - FEEICHSBRUVIIERICESERN, WIS - EXSEKRE
EMMERRRT LA

CORET—HY— AT ISDS) &LVD) TRIMT H1FEHR(UT TRIEHR] &0V 5)(F, KEE
BERIZEVT, BUOREDHH. FH. RMESDLETEETHL LHHLIEZLDTT,
AEHRIT. HAOZEGHREV. FA, LE, KRE. @X. BEERVRRICETIAIFIURE
LTOAEHESNTEY . WHEIRAREHEREELT LOTEHY FEA, RIERIL.
SDS DEEZICTR SN TV ARHESNHAICETLIHIOTHY .. AZARANMORGZ EBAE
HET. RFTOCRARTERASNSEE, AXHRITERLSGVRY .. BRICITE S G UVATEES
AHYET . AHEGOFEABESMICEVTIE, AERERVHESHREZERT 5812, FRES
MOFBREMIIE T L5XERBOBEINLGAMEEDH T, FRAERMUOERT 5HETORENIKR
[CHEFEARBRDEK, FH, WE, RCREICOVT, BREVET,

JP / JA
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